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DETAILED ACTION 

Claim Status 

Claims 1-19 are pending and under exam herein. 

Priority 

This AppUcation is a US National Stage filing of GB 04/02979, claiming priority to US 
Provisional Application 60/486,239, filed 1 1 July 2003, of which papers have been received. 
Priority is acknowledged. 

Information Disclosure Statement 

The Information Disclosure Statement filed 1 1 January 2006 has been considered. A 
signed copy of PTO form 1449 is included with this Office Action. 

Drawings 

No Drawings have been submitted. 

Compact Disc Submission 

The CRF submitted 9 March 2008 has been entered. 

Specification 

The disclosure is objected to because it contains an embedded hyperlink and/or other 
form of browser-executable code. Applicant is required to delete the embedded hyperlink and/or 
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other form of browser-executable code. See MPEP § 608.01. See page 18, line 16. Correction 
is requested. 



Claim Rejections - 35 USC $ 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useflil improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 1-19 are rejected under 35 U.S.C. 101 because the claimed invention is directed 
to non-statutory subject matter. Based upon consideration of all of the relevant factors with 
respect to the claim as a whole, claims 1-19 are held to claim an abstract idea, and are therefore 
rejected as ineligible subject matter under 35 U.S.C. 101. The rationale for this finding is 
explained below: 

Making reference to the Interim Guidance for Determining Subject Matter Eligibility for 
Process Claims in View ofBilski v. Kappos (75 FR 43922 at 43927 (27 July 2010)), factors that 
weigh against the eligibility of a process claim include the following: 1) no express or inherent 
recitation of a machine or transformation and 2) claiming merely a statement of a general 
concept, such that it includes, for example, mathematical concepts such as algorithms, spatial 
relationships, geometry, data manipulation etc. . . 

In the instant case, claims 1-19 are not patent eligible under the Interim Guidance 
because the claims merely recite mathematical concepts of manipulating data by providing a 
first, second and third dataset and determining risk factors and lifestyle recommendations and 
finally generating a personalized assessment of supplement requirements. The instant claim fail, 
however, to recite either a machine on which to perform such steps or an actual transformation of 
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the data to a different state or thing. The "computer implemented" method does not provide 
sufficient recitation of a machine, as it unclear as to what steps are performed by a computer and 
the machine is merely generically recited such that it covers any machine capable of performing 
the claimed method steps. As such, the claims are non-statutory. 

Claim Rejections - 35 USC S 112-2- paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-19 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 1 recites, " determining at least one appropriate supplement recommendation (step 
v)". It is unclear what is meant by an "appropriate" recommendation. What constitutes 
"appropriate"? Does this mean that the recommendation is "appropriate" based upon the 
particular risk associated with that allele? For example, if the allele were associated with liver 
disease would the "appropriate" advice be to take milk thistle supplements ? Clarification is 
requested. 

Claims 1-19 are rejected under 35 U.S.C. 1 12, second paragraph, as being incomplete for 
omitting essential elements, such omission amounting to a gap between the elements. See MPEP 
§ 2172.01. The omitted elements are as follows: 

Claim 1 recites step (iii) inputting a third dataset identifying alleles at one or more of the 
genetic loci of said first dataset of said human subject. It appears that this step is missing an 
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element which makes it clear whether the input data from the individual human sample in step 
(iii) is different from the dataset of (i), which includes all of the known disease associated alleles. 

Claim 1 recites step (iv) determining the risk factors associated with said alleles of said 
human subject using the first dataset. Again, it seems that an element is missing in (i) such that 
it is unclear whether the risk factors identified in (iv) are performed by comparing the 
individual's data with a set of generic, known data generated from a variety of samples. 

Claim 1 recites step (v) determining at least one supplement recommendation based on 
each identified risk factor from step (iv) using said second dataset. Again, how does the data of 
this step relate to said dataset for step (ii)? 

Claim 1 recites step (vi) generating a personalized assessment of supplement 
requirements based on said lifestyle recommendations. Does this mean that the supplement 
recommendation of the individual is generated based upon associated known risk factors of the 
second dataset? If so, it is still unclear that the second dataset is a dataset which is different from 
that of the patient (individual) sample. 

Finally, it is unclear at step (iii) from where the third dataset is derived. It would seem 
that an essential element would be to actually determine the alleles from the individual sample 
such that they could be input and then evaluated. Clarification is requested. 

Double Patenting-Obviousness 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
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harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g.. In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, All F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

1. Claims 1-5, 12-15, and 17 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-3 and 6-12 of copending 
Application No. 12/627,554. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because the claims of the '554 application are drawn to a 
computer assisted method of providing a personalized lifestyle advice plan that includes 
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generating a lifestyle advice plan based on lifestyle recommendations. The lifestyle advice plan 
includes recommended minimum and/or maximum amounts of food subtypes. The claims of the 
instant application are drawn to a computer assisted method of assessing personalized 
supplement requirements by implementing the same method steps to generate a personalized 
assessment of supplement requirements. The supplements therein can include a nutrient, which 
encompasses the "food subtypes" as instantly claimed. Therefore, it would have been prima facie 
obvious to one of ordinary skill in the art at the time of the invention to have used the method 
steps of the instant claims for food supplement advice, as the lifestyle advice herein includes 
food subtypes. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

2. Claims 1-19 rejected on the ground of nonstatutory obviousness-type double patenting 
as being unpatentable over claims 1-26 of U.S. Patent No. 7,054,758. Although the conflicting 
claims are not identical, they are not patentably distinct from each other because the patent 
claims are drawn to a computer assisted method of providing a personalized lifestyle advice plan 
that includes generating a lifestyle advice plan based on lifestyle recommendations. The lifestyle 
advice plan includes recommended minimum and/or maximum amounts of food subtypes. The 
claims of the instant application are drawn to a computer assisted method of assessing 
personalized supplement requirements by implementing the same method steps to generate a 
personalized assessment of supplement requirements. The supplements therein can include a 
nutrient, which encompasses the "food subtypes" as instantly claimed. Therefore, it would have 
been prima facie obvious to one of ordinary skill in the art at the time of the invention to have 
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used the method steps of the instant claims for food supplement advice, as the lifestyle advice 
herein includes food subtypes. 

Claim Rejections - 35 USC $ 102 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 

basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in 
this or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another fded in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the Enghsh language. 

Claims 1-8, 10, and 12-19 are rejected under 35 U.S.C. 102(e) as being anticipated by 
WO 02/061659 (Gill-Garrison et al. Published 8 August 2002; PTO form 1449 reference). 

The applied reference has a common inventor and assignee with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 
U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing 
under 37 CFR 1.132 that any invention disclosed but not claimed in the reference was derived 
from the inventor of this application and is thus not the invention "by another," or by an 
appropriate showing under 37 CFR 1.131. 

The instant claims are drawn to a computer assisted method of assessing personalized 
supplement requirements including providing a first dataset with information correlating the 
presence of individual alleles at a genetic loci with a lifestyle risk factor, wherein the genetic 
locus is known to be associated with increased or decreased disease susceptibility; providing a 
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second dataset comprising information matching each risk factor with at least one supplement, 
inputting a third dataset identifying alleles at one or more genetic loci of the first dataset; 
determining risk factors associated with said alleles using the first dataset; determining at least 
one appropriate supplement recommendation based on each identified risk factor; and generating 
a personalized assessment of supplement requirements. 

In regard to claims 1,7, 18 and 19 Gill-Garrison et al. teach the steps of claim 1 at page 
8, lines 5-32. The lifestyle recommendations include recommendations for dietary factors (at 
page 9, line 2-this would inherently include supplements). 

In regard to claim 2, Gill-Garrison et al. teach nutrients or therapeutic supplements at 
page 9, lines 15-17. 

In regard to claim 3, Gill-Garrison et al. teach recommending minimum and/or maximum 
amounts of a supplement (page 9, line 18; wherein foodtypes include supplements). 

In regard to claims 4 and 8, Gill-Garrison et al. teach producing a report for the 
personalized assessment (page 10, lines 7-17). 

In regard to claim 5, Gill-Garrison et al. teach delivering the report to a client (page 10, 
lines 7-17). 

In regard to claims 6 and 10, Gill-Garrison et al. teach dietary advice, which includes 
recipes (in the broadest most reasonable interpretation of the claim language) (increase 
consumption of food products known to increase Phase II metabolism in individuals that have 
polymorphisms associated with cancer risk-page 18, lines 7-18; eat broccoli, garlic, onion in 
individuals with low glutathione-S-transferase activity-page 24, lines 1-10). 
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In regard to claims 12-14 and 17, Gill-Garrison et al. teach the alleles as set forth in 
claims 12-14 (see pages 10-31). 

In regard to claim 15, Gill-Garrison et al. teach DNA samples to assess individual alleles 
(page 31-32). 

In regard to claim 16, Gill-Garrison et al. teach hybridization assays (page 34). 

Claim Rejections - 35 USC S 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 ofthis title, ifthe differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
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invention was made in order for the examiner to consider the applicability of 35 U.S. C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 9 and 1 1 are rejected under 35 U.S.C. 103(a) as being obvious over WO 
02/061659 (Gill-Garrison et al. Published 8 August 2002), as applied to claim 1 above in view of 
2003/0069757 (Greenberg; Published 10 April 2003). 

The appUed reference has a common inventor and assignee with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art only 
under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 103(a) might be overcome by: (1) a 
showing under 37 CFR 1.132 that any invention disclosed but not claimed in the reference was 
derived from the inventor of this application and is thus not an invention "by another"; (2) a 
showing of a date of invention for the claimed subject matter of the application which 
corresponds to subject matter disclosed but not claimed in the reference, prior to the effective 
U.S. filing date of the reference under 37 CFR 1.131; or (3) an oath or declaration under 37 CFR 
1 . 130 stating that the application and reference are currently owned by the same party and that 
the inventor named in the application is the prior inventor under 35 U.S.C. 104, together with a 
terminal disclaimer in accordance with 37 CFR 1.321(c). This rejection might also be overcome 
by showing that the reference is disqualified under 35 U.S.C. 103(c) as prior art in a rejection 
under 35 U.S.C. 103(a). See MPEP § 706.02(1)(1) and § 706.02(1)(2). 

The instant claims are drawn to a computer assisted method of assessing personalized 
supplement requirements including providing a first dataset with information correlating the 
presence of individual alleles at a genetic loci with a lifestyle risk factor, wherein the genetic 
locus is known to be associated with increased or decreased disease susceptibility; providing a 
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second dataset comprising information matching each risk factor with at least one supplement, 
inputting a third dataset identifying alleles at one or more genetic loci of the first dataset; 
determining risk factors associated with said alleles using the first dataset; determining at least 
one appropriate supplement recommendation based on each identified risk factor; and generating 
a personalized assessment of supplement requirements. 

In regard to claims 1 Gill-Garrison et al. teach the steps of claim 1 at page 8, lines 5-32. 
The lifestyle recommendations include recommendations for dietary factors (at page 9, line 2- 
this would inherently include supplements). 

Gill-Garrison et al do not specifically teach a kit with preparations of supplements and 
delivery of the kit as in claims 9 and 11. However, Greenberg teaches systems and methods for 
delivering a nutritional supplement regime which may be assembled in to a kit for delivery 
(abstract). It would have been prima facie obvious to one of ordinary skill in the art at the time 
of the invention to have combined the methods of Gill-Garrison et al. with the capability of 
nutritional supplement delivery in kit form, as taught by Greenberg. One would have been 
motivated to do so, as the goal of Gill-Garrison et al is to deliver nutritional advice based on risk 
factors assessed. Including supplements in a kit would have been obvious, as Greenberg teaches 
doing so to support a healthy lifestyle (paragraph [0002]). 

No claims are allowed. 

Inquiries 

Papers related to this application may be submitted to Technical Center 1600 by facsimile 
transmission. Papers should be faxed to Technical Center 1600 via the PTO Fax Center. The 
faxing of such papers must conform with the notices published in the Official Gazette, 1096 OG 
30 (November 15, 1988), 1156 OG 61 (November 16, 1993), and 1157 OG 94 (December 28, 
1993) (See 37 CFR § 1.6(d)). The Central Fax Center Number is (571) 273-8300. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lori A. Clow, Ph.D., whose telephone number is (571) 272-0715. 
The examiner can normally be reached on Monday-Friday from 10 am to 6:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Marjorie Moran can be reached on (571) 272-0720. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. 



September 28, 2010 
/Lori A. Clow, Ph.D./ 
Primary Patent Examiner 
Art Unit 1631 



